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DETAILED ACTION 



1. Formal Matters 

A. Amendment E, filed 6/5/00, has been entered into the record. 

B. Claims 47-52, 59, 63-67 and 81-1 14 were pending in the Application. Amendment E, which is a 
response to the Office Action dated 3/2/00, states, in the Status of the Claims, that claims 47-51, 53-59, 
63, 65-67, 81 and 83-1 14 are the subject of the most current response. These claims differ from what the 
Examiner believes the current pending claims to be. However, in Appendix A of Amendment E, 
Applicants list the pending claims as they believe them to be, which correspond to those the Examiner 
believes. Therefore, claims 47-52, 59, 63-67 and 81-1 14 are currently pending in the application. 

Withdrawn Claim Rejections 

/. Claim Rejections - 35 USC § 112, first paragraph 

A. Claims 47-5 1, 81 and 83-102 were rejected under 35 USC 1 12, first paragraph in the Action dated 
8/13/99. The rejection was based on amending the preambles of claims 47, 84, 91 and 97 to recite "as 
defined by subsequent step (a)" and changing parts (b) of these claims to recite "said opioid receptor." 
Since the claims, as written, read on a method of screening for a binding substance to any opioid receptor 
type (e.g. mu, delta), using the method involving only kappa opioid receptor chimeras. Applicants argue 
that "...a process claim is necessarily limited by recitation of steps that follow the preamble" which are 
drawn to the kappa opioid receptor, chimeras of the claim. 



2. Claim Rejections - 35 USC § 102 

A. The rejection of claims 47, 84, 86, 88, 90 and 97-101 under 35 USC 102(e) as being unpatentable 
over Evans et al. (US Patent 5,985,600) has been withdrawn because the world patent (WO 9494552) and 
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not the US Patent by Evans et al. teach the fragment of SEQ ID NO:l 1. However, due to the publication 
date of World patent W09494552, this reference is not valid prior art. 



3. Claim Rejections - 35 USC § 103 

A. The rejections of claims 48-51 under 35 USC 103(a) as being unpatentable over Evans et al. in 
view of Frielle et al. has been withdrawn since the world patent (WO 9494552) and not the US Patent by 
Evans et al. teach the fragment of SEQ ID NO: 1 1 . However, due to the publication date of World patent 
W09494552, this reference is not valid prior art. 



B. The rejections of claims 59, 63-66 and 109-1 13 under 35 USC 103(a) as being unpatentable over 
Evans et al. in view of Liggett et al. has been withdrawn since the world patent (WO 9494552) and not 
the US Patent by Evans et al. teach the fragment of SEQ ID NO:l 1. However, due to the publication date 
of World patent W09494552, this reference is not valid prior art. 



New/Maintained Claim Rejections 

1. Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or any new 
and useful improvement thereof, may obtain a patent therefor, subject to the conditions and requirements of this title. 

A. Claims A 4?=St, 83, 84, 86, 88, 90, 97-102 and 109-114 are rejected under 35 U.S.C. 101 because 
the claimed invention is not supported by a specific, substantial and credible asserted utility or a well 
established utility. These claims are drawn to an invention with no apparent or disclosed patentable 
utility. This rejection is not in conflict with the current utility guidelines. The instant application has 
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provided a description of a partially isolated protein. However, the instant application does not disclose 
the biological role of this protein or its significance. 

It is clear from the instant specification that the claimed receptor is termed an "orphan receptor" 
in the art. Applicants refer to SEQ ID NO:l 1 as a partial human nucleotide sequence of a human kappa 
opioid receptor since the full open reading frame of the nucleotide and, therefore, the full-length mature 
protein encoded by this nucleic acid are not known (page 24, line 26 to page 25, line 8 of the 
specification). There is little doubt that, after complete characterization, this protein will probably be 
found to have a patentable utility. This further characterization, however, is part of the act of invention 
and, until it has been undertaken, Applicants' claimed invention is incomplete. 

The instant situation is directly analogous to that of which was addressed in Brenner v. Manson, 
148 U.S.P.Q. 689 (Sus. Ct, 1966), in which a novel compound which was structurally analogous to other 
compounds which were known to possess anticancer activity was alleged to be potentially useful as an 
antitumor agent in the absence of evidence supporting this utility. The court expressed the opinion that all 
chemical compounds are "useful" to the chemical arts when this term is given its broadest 
interpretation. However, the court held that this broad interpretation was not the intended definition of 
"useful" as it appears in 35 U.S.C. 101, which required that an invention must have either an immediate 
obvious or fully disclosed "real-world" utility. The court held that: 

"The basic quid pro quo contemplated by the Constitution and the Congress for granting a patent 
monopoly is the benefit derived by the public from an invention with substantial utility," "[u]nless and until a 
process is refined and developed to this point - where specific benefit exists in currently available form - there 
is insufficient justification for permitting an applicant to engross what may prove to be a broad field," and "a 
patent is not a hunting license," "[i]t is not a reward for the search, but compensation for its successful 
conclusion," 
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The instant claims are drawn to a protein which has a yet undetermined function or biological 
significance. Applicants have disclosed that they are in possession of compounds which bind this 
receptor, however, there is no actual and specific significance which can be attributed to said protein 
identified in the specification. For this reason, the instant invention is incomplete. In the absence of a 
knowledge of the natural ligands or biological significance of this protein, there is no immediately 
obvious patentable use for it. To employ a protein of the instant invention in the identification of 
substances which bind to and/or mediate activity of the said receptor is clearly to use it as the object of 
further research which has been determined by the courts to be a non-patentable utility. Since the instant 
specification does not disclose a "real-world" use for said protein then the claimed invention is 
incomplete and, therefore, does not meet the requirements of 35 U.S.C. 101 as being useful. 

This rejection can be overcome if Applicants amended all claims which recite SEQ ID NO: 1 1 
"comprising at least 30 contiguous bases of SEQ ID NO: 11" to "consisting of 30 contiguous bases of 
SEQ ID NO:ll. 

2. Claim Rejections - 35 USC § 112, first paragraph - lack of written description 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by the 
inventor of carrying out his invention. 

A. The specification is objected to and claims 47-81, 83, 84, 86, 88, 90, 97-102 and 109-114 are 
rejected under 35 U.S.C. 112, first paragraph, as failing to adequately teach how to use the instant 
invention. Specifically, since the claimed invention is not supported by a specific, substantial and credible 
asserted utility or a well established utility for the reasons set forth above, one skilled in the art clearly 
would not know how to use the claimed invention. 




Application/Control Number: 08/455,683 p age 6 

Art Unit: 1647 

B. Claims 47, 59, 84, 97 and 109 were rejected on page 7 of the Office Action dated 3/2/00 under 35 
USC 1 12, first paragraph since SEQ ID NO: 1 1 is only a partial genomic sequence (see page 24, line 26 to 
page 25, line 8). Applicants argue that the Sequence Listing contains SEQ ID NO: 11 and, therefore, 
shows "which groups of 30 nucleotides o[fJ SEQ ID NO:l or SEQ ID NO: 11 will translate into a 
functional opioid polypeptide that can bind ligands. In addition, Applicants state that the three cited 
references, Cunningham and Wells, George et al. and Rudinger, are irrelevant and support Applicants' 
position. However, the specification (page 24, line 26 to page 25, line 8) states that SEQ ID NO: 1 1 and 12 
encode a partial human kappa opioid receptor and that various amino acids are still unidentified. Even 
though the experiments of Cunningham and Wells are towards a human growth hormone receptor, one of 
ordinary skill in the art would recognize that this principle would hold true for other proteins since the 
structure and function of proteins is based on its ability to fold into the correct 3 -dimensional shape and 
alteration of any amino acids would potentially have an effect on this folding and, therefore, activity. In 
addition, though George et al. does state that "these techniques... provide extremely powerful tools for 
identifying possible relationships between biomolecules" (emphasis added) the relationships are not 
certain. 

This rejection can be overcome if Applicants amended all claims which recite SEQ ID NO: 11 
"comprising at least 30 contiguous bases of SEQ ID NO: 11" to "consisting of 30 contiguous bases of 
SEQ ID NO. 11." 
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3. Claim Rejections - 35 USC § 112, first paragraph - scope 

A. Claims 47, 48, 50, 5 1, 59, 63, 65-67 and 84-1 14 were rejected under 35 USC 1 12, first paragraph 
with regard to there being a lack of guidance and working examples showing that any portion of the 
kappa opioid receptor of SEQ ID NO:2 or 12 which does not contain the second extracellular loop would 
bind ligand. Applicants argue that "the Specification is replete with descriptions of various chimeric 
molecules that comprise 'at least 30 contiguous bases of SEQ ID NO:l or 11"' and that the chimeras 
discussed in the specification are each working examples demonstrating the rejected claims. Furthermore, 
Applicants argue that the claims do not require "ligand binding" and that the claims are directed to 
"processes for screening a substance for its ability to interact with an opioid receptor." 

Applicants also argue that the Sequence Listing contains SEQ ID NO:l and 11 and, therefore, 
shows "which groups of 30 nucleotides o[f] SEQ ID NO:l or SEQ ID NO: 11 will translate into a 
functional opioid polypeptide that can bind ligands. Though the Sequence Listing does give the 
nucleotide and translated amino acid sequences, the Listing does not allow one to determine which groups 
of 30 nucleotides are able to bind ligand. 

Therefore, based solely on the argument that the claims do not require "ligand binding" and that 
the claims are directed to "processes for screening a substance for its ability to interact with an opioid 
receptor" claims 47, 48, 50, 51 and 84-102 are clear in view of these arguments since these claims do not 
require "ligand binding." In addition, parts (c) of claims 47, 84, 91 and 97 limit the substance which one 
which "interacts" and is not involved in signal transduction. 

However, the following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by the 
inventor of carrying out his invention. 

A. The rejection of claims 59, 63, 65-67 and 103-114 under 35 U.S.C. 112, first paragraph is 
maintained, because the specification, while being enabling for a process of screening for antibodies and 
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compounds which do not require the second extracellular loop of the human kappa opioid receptor, does 
not reasonably provide enablement for a process of screening for agonists or antagonists. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make the invention commensurate in scope with these claims. 

In addition to the rejection of these claims for the reasons already of record on page 4-5, 
paragraph "L" of the Office Action dated 3/2/00 since these claims are directed toward "a process of 
isolating a substance with an ability to act as a specific azonist of a kappa opioid receptor. . . " without any 
discussion of the second extracellular loop. Applicants argue that the claims are directed toward "a 
process for screening a substance" and that could include, for example, antibodies. While the Examiner 
agrees with the Applicants in this regard, the second extracellular loop is still needed in "a process of 
isolating a substance with an ability to act as an agonist..." and Applicants are not enabled for any 30 
nucleotides of the claimed sequences which do not contain the second extracellular loop. 

4. Claim Rejections - 35 USC § 112, second paragraph 

A. The rejection of claims 59, 103 and 109 under 35 USC 112, second paragraph with regard to 
needing to add method steps to distinguish whether the compound binding the kappa opioid receptor is an 
agonist or an antagonist (page 3, paragraph I of the Action dated 3/2/00) is maintained for the reasons 
already of record in that Action since Applicants did not address this rejection. 

B. Claims 59, 63, 65-67 and 103-114 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 



Application/Control Number: 08/455,683 „ 

Page 9 

Art Unit: 1647 

Applicants claim a process for isolating a substance with an ability to act as an agonist of a kappa 
opioid receptor. However, the claim does not provide a method step to determine how to differentiate 
agonists from compounds with other effects, such as antagonists or inverse agonists. 
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